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VBRI RA I ER L. ERS 3N HICIEEE
EEIRRIZHEL 727, EWIRAEIZBIT 5 AUCo2
FHEHRSROL.25TH ). ZOMEIZHEEES-T
DFERPSOFRHEE FRFRETH o720 L72h >
T RERGICE A2 TFHUEOEREIE R WEE
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410 ) #61329.0% (90%15 #HIX [ - 24.1~34.9)
THoW, T, BRNEZRLS LTS za X
WA F o DEFG IV T I VAR E )T T
ZEFNZFEN3L.9LU11.6L/hrTH Y, T AN
FFRFEICHBICE DHIEZTLEEZON
720

16.2.2 BEOE

16.3

16.4

16.5

16.6

PEOAEER A0 AN ZATF o H ™
A10mg%x 7 9 A4 — N—{ECLH1EI14H B, 2
JE I (B3 & 5 VI AR ISR S L7219,
BHELSLEXZOTANZY T ORILIT 2
JERFICHERTRER 2 TH D, Coald BEFHIZE 5T
0% T L7ze LA L, EEESEEOAUCHmE
AR5 D% TH D, GANATF U HIV Y
T ADWINBENOEFHOEBILTVWEEZ LR
725
paxiil
v MNIEERICBIT 2T ANZY F 2 OBEEEAZEIT
89.0% (HAN)~88.0% (#FEIN) TH b, EfHEA
ETNT IV ThHo729,
oyt
A E AR A BB MC-a ANA T F U vy
7 A 20mg% HIN R G- Lz 2 A, R UHERIZ
TAET B R WA IEREBALETH Y, JRFEH
O FERACHWE. V- A F VIR OBS-F 7 b VK
T&)’)f:m)o
v M IIN-BE A F VIR L OBS-F 7 b v fkAs
e X 72 H%. HMG-CoA ¥ 7o % 35 BH 2 15 P 1A it 12
FTANZRYF VRELRBOWEREZR L, I4EH
2B 2 HMG-CoAs&R JLHE # B 15 PR 103 2 13
%@%%@bfﬁf&é&%i%ht%ﬁA?—
57)17 o
BEit
AE AR A BB HUC-a ANA Y F U VY
v A20mgx WIRRE 1% G- L7z & 2 A, BB 34
FAIZHEIE X 41(90.2%)  JRHCE REHEIE =R 1310.4%
THo7ze 720 RBEOTERNORZEACAPEIER L,
FNENHEREDL.9% K 176.8% T - 7219,
BENEEE2ET8E

16.6.1 MERU M DHE

MWEIANO BT EE. BEERE KEEFEE
ROLEE RN ANATF AN T Y
2 40mg RFBAVH ) & BRI 5 L7z & 2 5,
% ‘Ii @Cmax& ZﬁAUCO*tai % ﬂ%ﬂﬁﬁ 0)82%& U‘
91%TdH - 72, F 72, HHEH DCmax S FAUCo-
EENFENEEE D112% M 106%TH 0. KR
LREE 22 AR RO ZE T rwEEZ LN
725

16.6.2 FIEEZEOTE

Child-Pugh A( 2 2 7 :5~6) & % \» ZChild-
Pugh B(X 27 : 7~9) O %% H 4 5 40E A
BERHINIT ANZASF ¥ H VY7 510mg# 1
H1M14H B ERORS L, Eha 22 %
FUBmEERNELZY, FEERE OCual
AUCoamlZfEFER AFEDO FIFNL1 . 5~2. 15 RO
1.06~1.285CH Y. ¥:12. Child-Pugh A 2 758
~9D BE2BNZ BT B MAE IR EE 1L, MBIzl T
Fhrolze [2.20 9.35H]

16.6.3 BRFOXE

FIEEOR L 28R EL AT H5HENEH (4~8
BIZT ANA ST F ¥ AN 520mga 1 H 114
H B RS- L, b a 2N 7 5 k)
FHELEY, BENSHEEOBREDD B K
FHTIE, OANRY F OMBEREEIINT 5%
BIIILAERDON o7z LAL, EE(Y
L7F=v 2175 ¥ A<30mL/min/1.73m? ®
HhEEOD LHBEHE T, ER AT
BESRISGIC LR L, (7.1, 9.2 ]

16.7 EYHEEIER
16.7.1 HIEEHI

WA 2 MGG L2 e, AN T F o
@Cmax& UQ‘AUCOfZIthCi % h % hSO%& 046% i T
BT L7225 T AR Y F P55 205 B2 il B
H &P L2 AI21E, QAN ZZ F ¥ OCma i
NAUCo-24n1% 2 L2 N IEGE F IR D 84% I 1N78% T
HotzBEANTF— %), [10.28H]

16.7.2 > 0ORKRY >

Y HARY) VEEGENTWLLEBREE I
U ANZRYF V2t Lz & mANRY
F ¥ D Crmax L NAUCo-2antZ B HERE AN AT
HRES L &ICHRTENENL.6F5 L OT7.1
BEALEMEAF—7)2, 0 ANRYF i
OATPIB1Z A~ L THFEICHLD AAEh, ¥ 7 a2
R VIZZOMYAAZHET L LICL 5T,
T ZANAYFVOMAETREL NS5 LE 2
SNTwb, [2.4, 10.18H]

16.7.3 L7 «¢78JI

AT 4TI (RIFRKR) L &L Lz E
g\ o Z/\“X 7 9" y@Cmax&U‘AUCO-tci%n%\h
22145 B OSL. 88 2N L 7z (ShEI A 57— %)%,
T AN ¥ F IZOATPIB1 % 4 L CTHFIBIZHL Y
AEN, FAT 47OV NIEFORY AAKFE HE
FTHIEICLE ST, BANRY T v OIS
EHMEELEEZZ6NTHW5S,

* %16.7.4 FAHJ L O

T HE AL3BIIC 2 AN A ¥ F 2 10meg % HAld 5
Wi F A 7L av90mgl H2m & GRS Lz &
A, BANAT F 10mg®DCmax & AUCeld, F
A7 VANV T TENEFN2 AGEB X 02,3512
BN 720 FIRRIS, BIOMEE R A6 T AN A
¥ F 20mgx b L Wiz F A 7L an &bt
?XL’%‘ [/7’: k Z 6\ T AN A 579“ ‘/ZOmgo)Cmax&
AUCulEF H 7V VFLEF TENZEN2. 6658
FO2.3FIHM L 7= SR AT — %), [10.250]

16.7.5 Z DhDZEH

O ANRAYF v ORNE)REIC KT TP4500H &
HIOEBEZBRFNT B0, 7vaF ) — L
(CYP2COM UFCYP2CI9D RHEH) . 7 v aF v —
W 4 NFaAF =V RTY) 2 Y
Y (P ECYP3A4K UPHE & 11 0 FLER]) & o fif
JHEE 2 20 L7255 WS e MEAH IR 5
Nhaho7z(EAT—%),

TV 7 7 1) B (CYP2COK OSCYP3A4D 3L ) &
HVEY IR Y U ORNBIREIC LT TR R
FL722 EYERANHEAANIERD Sk
hotz(MHEAT—%),
CYP3A4FENEM OA M BT 52012, &1
MEALSE & O PR B FEH L 7278, = F = VT X
b7V — VoIS ASLNT, b
ZNAE F VIZCYP3AAIIK§ 2 FE/EH 2R &
HwEEZ LN PHEANT— %)%,

16.7.6 in vitrosE&

b BRI 2 W Bin vitroi BRI BV TNV-
i A F VARSI L7225, Z OACHEEEIZIER 12
BIETH otz oo N-AFVALICES T 5
F % P4505 7 H1ZCYP2CO K. UFCYP2C19T & - 72
2%, CYP2D6X°CYP3A4H B 5-9 % W HEk b /R
X ntSl,sZ)o

° AN % F ~ (50ug/mL) 12 £ 5P450(CYP1A2,
CYP2C9, CYP2C19. CYP2D6. CYP2E1} U
CYP3AA) {ith DRHEZRIZ10%LL T TH - 7%,

16.8 Z D1tk

(ARINZ B F > ODEE2. 5mg[FBHF )

T A8 A 7 F »ODE2.5mgl BHF I, [E&EA R %
A REEIZHA O ALY FREEERBET A FI4 7]
ICHED X, O AR Y F v ODEESmel BHIF ) % 2 e
HE L7z &, EIMBEWE L R s, e
M A& L e S 7=,



17 .ERPRRR IR
171 AMRORESMICEET 255
(5L 25 O—JVIEE)
17.1.1 B ETHAERDHER
BILVATFO— VIEREENRE LT EEM
FACE D FEBSNZEBRICBWT, AN
F AN T A (5~80mg) LIXT PR Y F v
(10~80mg) # 1 H1M6HE P2 5 L 7245 5, 7 AN
2y F ANV AE, LDL-I L AF 0 — )b,
WalzZayra—)b, MY ZYEY FIFCTFRIE
%, HDL-2 L 25 0 — W23 5= L7z
72, 7THREAB, FHDL-2 L A5 02— )L &K
T4, 7TREAA-IZ¥NMSE72, #HIZ, LDL-
IJLAFu—)V/HDL-2 L AFa— L}k, #alL
A5 u0—)V/HDL-2 L A5 u— )L, JEHDL-2
LA5F0—)V/HDL-2 L ZFa—it, 7REH
B/7 REHA-TILZ KT 87,
OANRYF VAN AOHEE. 518
MUNICH S b, @E2EM T TITRKRIED
90% & 72 o 720 AR EITHEFELEM E TIZH S
b, ZO®HRRELz.
FIVER R BEEIZ, OANZRYF AN T T A
Smgfk G- #E T10.5% (4/3861 ). 10mgfk 5-# Tl
15.6% (7/4561). f 0°20mg#% G- #E T17.9%(7/39
B THolzo WTFNOELEETH, 3HILL LI
L 72 BIERE 2 A o 723439,
17.1.2 BN 1R
CTHEEFBRFBEICIDERIN-REBICBWT, O
INAZF v H VY7 A2.5~20mgZ 1 H1EI6:E [
BH L -BomMEREHEOFHEFRITRIO L
BYTHo7
F1 MFHEREMEOTFHEEEI L AT 0 —)VIIE &
2R ER)
P 5 2.5mg | bmg | 10mg | 20mg
i (n=17) | (n=12) | (n=14) | (n=18)
LDL-a L 25 ua—(%)|-44.99 | -52.49 | -49.60 | -58.32
Bal ZA7Fa— (%) -31.59 | -36.40 | -34.60 | -39.58

F) 7)) F (%) -17.35|-23.58 | -19.59 | -17.01
HDL-aLA7a—)V (%) | 7.64 | 9.09 | 14.04 | 11.25
7 R&EHB (%) -38.56 | -45.93 | -43.97 | -50.38
7 REHIA-1(%) 5.42 | 6.25 | 10.61 | 9.72
7 AEHA-T (%) 0.38 | 4.27 | 7.78 | 7.73

FIVEF S BBUE X, UANZR Y F U ALY ™A
2.5mgf% 5- # T38.9% (7/18%1 ). bmgk 5 T
20.0%(3/1561). 10mgf% 5-# T13.3%(2/1561) .
K O 20mg% G- # T47.4% (9/1981) T - 720 &
67BN BV TIFILLERRD SN B ER X, I8,
CK LR M Oy-GTP LR (%361) TH - 72%9,

17.1.3 BHIE MR
TEERFICIVERINZRBEOER T — ¥
BT Ll QANZAZF VANV A5mg it
10mg# 1 H 1181 12:8 [ 4% 5- L 72 B o il {5 B & O >
WEAFRIIFR2OEBYTHY, WAL ATO—
VIMERBEDRE L NV ERAEWICKET L L
WFRD B,

2 MM E MO39 ZALR (FHEAE 2 L A 7 1 — )V IfILE
B G RAER)

e 5mg(n=390) | 10mg(n=389)
LDL-2 L A5 ua— V(%) -41.9 -46.7
walL2rua—i (%) -29.6 -33.0
F) 7)Y R (%) -16.4 -19.2
HDL-2 L A5 1 — )L (%) 8.2 8.9
JEHDL-2 L A 71— )L (%) -38.2 -42.6
7 REHAB(%) -32.7 -36.5
7 REHA-1(%) 6.0 7.3

17.1.4 @5 E M ERER 5 HER
MIVATE— VIIEREEZRRE LT EHEMR
B D ERINZRBEIIBWT, O ANRS
F VAT A5mg X ix10meh S5 Z MG L.
LDL-2 L A7 0 — VEANCEPOD 4 FI 1 ~
OREMEIET A T THE L7, 52lEICBNT
B0 6] $¢ 5- 5 D5mg XX 10mg D fkfe P 5- % 5215 T
WIIEBI OB G, FIENT6%(92/12161) K O
82% (88/107%1) TH - 725
BITEM OSBRI T AN 5 F ¥ H )V 7 55mg
BET29.4%(40/136f1). TANATF Vv H L™
210mghET26.5%(35/13201) TH - 720 T I
DFEFETIHLLESEB L - BIEH TR, #H1b
AR, Sl B, AIRGE. 395, I8 & OE))
(FIEKE AL X5 0O—)VIEE)
17.1.5 EAE [ BRI 5B
FEME I L A7 9 — VIIEANT DR EEC
T ANZAYF ¥ H IV A10meh x5 % Bk
L. GHMECHEElME Lz, 20k X0IliEk
BAEO BRI EID E B TH - 72,

%3 M IO P 2L
(RIEMER 2 L A5 0 — VIILE B 5 iR ER)

b 10mg(n=37) | 20mg(n=37)
LDL-2 L A5 a—)V(%) -49.2 -53.9
WalLA5a— (%) -39.4 -43.3
M) ZYEY) F(%) -18.2 -23.6
HDL-Z L A5 a—)L (%) 9.6 13.8

3B L EAZ R D S 72 @ AE L IECK L 5 (3/3741.
8.1%) THh -7z,

18. EEshEETE
18.1 "EA#F
TANZYF AN A%, P EEEN Y 12 HL
DIAFN, JIFETOIL X570 — VAESKROH S
% CTdH HHMG-CoAR LI E 7 IR O B A1
WCBHEL, IV ATFa— VALK ZmIIcHiT %,
ZOREER, HMHNOI L A7 — VEE LT L,
INZH ) 7-OLDLZEARORBFEINDL, Z
DOLDLZHEZ AL T, I LATO— VETRDE
WU REFTHLLDLOJFIEANDOEL Y sAAHHM L .
MHAIVATO= VPR T T 5, BANZRYF U H
VI A, R TIEEE LCRBImERZAMLT
B AN, JREBAMEA MR 720, fEE) i
WRER VB OREEIZIZI Y AT I L, T
FE B 2 HMG-CoAME TCREZ HERTH L L EZ D
hé42,43)o
18.1.1 HMG-CoAZ TEFZHEEA
OQANZRYF AN AL Ty P ROe MF
I7uv—2HEOHMG-CoABTIHE K e |k
HMG-CoA JCIEF O filifit K 2 A4 2k L TR E
e Z R L72Gn vitro)™,
18.1.2 FFaL X5O— V&K E=/EA
OANZAYF ALY AIE. Ty MO 2
L A5 a— VEKZ HEMEAAICHE L2, 72,
FOHEEHIZ, oOHMG-CoAE e % BHE#
W2 R R L 72
18.1.3 LDLZRAFEER
OANZAYF AN S A IR
HepG2Hife DLDLZ A AmRNA O F B % i BEAKAT
BCFAE L, $72. LDLEATEME 2 S/ (n
vitro)™
18.2 ML X5 O—JUET{ER
OQANZAYF U HhH VT HiE, 1
7 A4 HF D WHHLY 4 (b b % k%
LATUO—VIMEDE T NVEIW)®ICE
mEHLEI L AT — V%, F7 7K
E*3Leiden F 7 v A ¥ = = v 7 <% A (B VLDLILIE
EFNVEY)O RO b7 RKEHB/CETP(a L X 7
O— VI ATFIVIEREHA) P TI VAV 22y 7w
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REZHETAETVEYVICE WML KA HEHEREZE 3.5)
AT U= VEAFEIMRT E 720 4 XITBWTIid, 14) ﬁ%@%ﬁ% 2000(Z L A b —)V$e : 20054E1 H 19 H 7K G2,
HMG-CoARITTEELZ D IS HEM TH 5 A 1 VRO HESEREEEA 3.7.5)
AP R 2 PR ARAF IR 887219, 15) HHEMHEH,2000(7 L A b —)VEE - 20054E1 H 19 H A&RE.
18.3 EfBREE{LERIHI(ER E!T*‘“*Jr’lf}fi“&’\ 2.2.5)
OANZRYF ANy Aid, WHHLY - FIZBW» 16) ﬁ'(ﬁqﬂ}jlf(ﬁf,l999(7 L A b=V 20054E1 H19H &
T, RERORELAERE, I VATE—LERED . HEHERMEEA 3.7.9.5)
BTFEDH720 L. BIIRMEALRHEZE O % P L 724, 17) HMG-Co A& LR P E AR o i 4 g B2, 2000 ( 7
18.4 FUSJ UL NMETIEH L A b — Vg 1 20054E1 H 19 H KR, HIREE R B~
T ANZAYF UV M, 7 REHESLeiden b 3.7.9.4)
FSUATVLZ v I AR b7 REHB/CETP 18) Martin PD, et al. : J Clin Pharmacol. 2002 : 42(10) :
NG VAV 2w s ADIMNMER N) )Y F 1116-1121
BT 72950, 19) Simonson SG, et al. : Eur J Clin Pharmacol. 2003 ;
19. RS CBIT B BRI 38(10) : 669-675
TR IR 9 SR L AT 20) EEEEDBE 2001(Z L A b — V3 200545119 H &
IR BANRE T2 AT L . WETEEHEEA 3.7.11)
. (Rosuvastatin Calcium) (HJ) 21) SEWIHH AR — HIERH,2000(7 L Ak — L5k : 20054F1
1224 © Monocalcium bis[ (3%,55,6E)-7- {4- HI19H KFE, HESEREEA 3.7.12.2(f))
(4-fluorophenyl) -6-(1-methylethyl) -2~ 92) Simonson SG., et al. : Clin Pharmacol Ther. 2004 :
[methyl (methylsulfonyl) amino] pyrimidin-5-yl} 76(2) : 167-177
... 3:5-dihydroxyhept-6-enoate] 23) Schneck DW, et al. : Clin Pharmacol Ther. 2004 ;
4313 ¢ (CazHzFN306S) 2Ca 75(5) : 455-463
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l;ijﬁli D, 26) %2)011)6322}%,29& al. : Clin Pharmacol Ther. 2003 ; 73
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51-56
28) Simonson SG, et al. :] Clin Pharmacol. 2005 : 45(8) :
) 927-934
ca 29) Martin PD, et al.:]J Clin Pharmacol. 2002;42(12) :
1352-1357
30) Simonson SG, et al. : Br J Clin Pharmacol. 2004 :
L -2 57(3) : 279-286
20, B4R E D3 31) %)C:C%géwk AD, et al. : J Clin Pharmacol. 2000
TV U — R R R IR R T TR L TRAE S 32) WANR Y F ¥ Din vitro RH (2 LA b —IVEE : 2005
Ao EIH19H KR, GRS 3.7.9)
22 Ak 33) ;ilj*] ?;r+ﬁj%§%%ﬂﬁﬂ£‘fiﬁ%(uxi\x % F >~ OD$E
N - ¢ S .omg
i 2.7 7 ODsee. SmelFHift) ) Schneck DW, et al. + Am J Cardio. 2003 91(1):
X > 0D 3 -
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E1H19H AR, HEEEEEZE 3.6) 388
10) BEITBY L KEE SR MAEhEE (7 L A b—L§e: 43) 1’Fﬁﬁx§zf?®i LD (7 LA —IVEE 200641 H19 H A&
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(5) : 472-477 28B-32B
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A XOIMFRREHRT A7/ ,2002(7 L A b — Ve -
20054E1 19 H KGR, HIFEEREE & 1.1.1)

A= AFVDOMETI L AT B — VRN REHI L
AT =)V B ,2002(7 L A b —)VEE © 2005
EIHI9H AR, HETERIEE R 1.1.2)
WHHL Y %X DliliE 2 L A 70— )V OB IR L2
V2R3 B ,2002(27 L A b —JVEE © 20054E1 H 19 H &
. HEEERMEER 1.1.3)

7 RENESLeiden N T YAV 2= v 7w AT S
YER,2002(27 L A b —VEE : 200541 H19 H KGR, HE Gl
BRMEFR 1.1.4)

N7 REHB/CETP S VAV 2=y 77 ALK
TALEH,2002(7 LA b—IVEE © 20054FE1 H19H &2,
SR E AR 1.1.5)
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